The opinion in support of the decision being
entered today is not binding precedent of the Board.
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Judges, and MKELVEY, Senior Adm nistrative Patent Judge.

McKELVEY, Senior Adnministrative Patent Judge.

VEMORANDUM OPI NI ON and ORDER
Deci si on on appeal under 35 U. S.C. § 134
The appeal is froma decision of the Primary Exam ner,
entered for the first time in the Exam ner's Answer, rejecting
clainms 1-7. W affirm
A Fi ndi ngs of fact
The record supports the follow ng findings by a

preponderance of the evidence.

! Application for patent filed 17 March 1994. Applicants claim
priority under 35 U S.C. 8§ 119 of German patent application P 43 08 572.5,
filed 18 March 1993 and Gernman patent application P 43 19 649.7, filed 14 June
1993. The real party in interest is believed to be Asta Medica AG
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The cl ai ns

1. The cl ainms on appeal are clains 1-7.

2. According to applicants' reply brief, the clains

stand or fall together (page 1).

3. Claim1l reads as follow ng (indentation and

par agr aph nunberi ng added):

A pharmaceuti cal dosage unit conpri sing:
[1] flupirtine, its pharmaceutically acceptable salts

or m xtures thereof and

[2] a controlled-rel ease conponent,
wherein 0.001 to 20 parts controlled rel ease conponent

are present for each part by weight flupirtine (cal cul ated

as flupirtine base)
which results in a release rate of flupirtine between 5

and 300 ng per hour, determned in accordance with the
nmet hod of USP XXIl with apparatus 2 in an aqueous test
solution of pH 1.0 and/or pH 6. 8.

The i nvention

4, Flupirtine is a known pharnmaceutical useful as an
anal gesic (specification, page 1, line 12).
5. According to applicants, its use "sonetines causes

a sedative side-effect” (specification, page 1, lines 12-13).

6. An obj ect of applicants' invention is to provide a

solid dosage formof flupirtine in which the sedative side
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effects "are largely or totally suppressed" (specification,
page 1, lines 15-18).

7. The object of the invention is said to be
achi eved through a pharnmaceuti cal dosage conposition contai ning
(1) flupirtine and (2) a del ayed-action or controll ed-rel ease
conmponent (specification, page 1, line 31 through page 2, |ine
3).

8. Flupirtine may be present per se (in the formof a
base) or in the formof salt, e.g., flupirtine nal eate.

9. The pharmaceuti cal dosage conposition contains
0.001 to 20 parts by weight of del ayed-action or controlled-
rel ease conponent per 1 part of flupirtine (cal cul ated as base)
(specification, page 2, |lines 6-8).

10. The release is said to take place at the rate of 5
to 300 ng of flupirtine per hour (specification, page 2, line 9).

11. Exanples 1 and 2 show conpositions within the
scope of the invention and describe a release rate. Exanples 3
and 4 show conpositions within the scope of the invention, but do
not describe rel ease rates. ?

12. Significantly, our attention has not been called

to any objective data in the specification with respect to side

2 On the basis of the record before us, we voice no opinion on whether

the exanpl es are based on actual experinmentation or are prophetic. W note
that the present, as opposed to the past, tense is used in the exanples.
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effects, either for prior art flupirtine conmpounds or
phar maceuti cal conpositions with the scope of the invention.
13. Thus, on this record all we have is applicants’
assertion that side effects are reduced when the conpositions of

claim1l are used as an anal gesic.

The examiner's rejection

14. A final rejection was withdrawn in the Exam ner's
Answer, where a new ground of rejection was entered (Exam ner's
Answer, page 3).

15. The exami ner has rejected clains 1-7 as being
unpat ent abl e under 35 U.S.C. 8§ 103 over Lobisch, U S. Patent
5,162,346 (1992), Tamas, U.S. Patent 4,748,023 (1988) and Eichel,
U. S. Patent 5,238,686 (1993).

16. Applicants tinely filed a reply brief responding
to the exam ner's new ground of rejection.

17. There was no further response by the exam ner.

Lobi sch

18. Lobisch reveals that flupirtine "is an anal gesic,

i.e., it causes an insensibility to pain w thout anesthesia or
| oss of consciousness” (col. 1, lines 11-15).

19. In fact, flupirtine is said to have "a pronounced
anal gesic effect” (col. 2, lines 23-24).

20. According to Lobisch (col. 2, lines 1-6):
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A nuscl e-rel axing effect was noted follow ng the
intraperitoneal admnistration of flupirtine in an
anal gesically effective dose range, no central side effects
such as ataxia or reduction in spontaneous notility being
observed in the aninmals treated with flupirtine in the dose
range i nvesti gated.

21. Flupirtine apparently can be adm nistered in a
variety of forms, including "tablets, capsules, pills, coated
tabl ets, suppositories, ointments, gels, creans, powders, dusting
powders, aerosols or in liquid fornf (col. 3, lines 9-12).

22. A preferred formis said to be capsules or tablets
cont ai ni ng between 100 ng and 200 ng by weight of flupirtine
(col. 3, lines 15-18).

23. According to Lobisch (col. 3, lines 28-30):

It is for exanple possible to recormend 1 to 2 capsul es
or tablets containing 50 ng to 200 ng of active substance 3
tinmes daily.

24. However, capsules and tablets nay contain dosage
units of 50 ng up to 500 ng of flupirtine (col. 4, lines 20-22).
25. The preparation of Lobisch's pharnmaceuti cal
conpositions "is effected in conventional manner, it al so being
possi bl e to use conventional and customary pharnmaceuti cal
auxi liary substances and ot her conventional carriers and

di luents” (col. 5, lines 5-9).
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Tamas and Ei chel

26. Tamés and Eichel describe the use of
pharmaceuticals in the formof sustained rel ease conpositions.

27. The Tamés invention is applicable to any active
ingredient and is said to ensure a high active ingredi ent content
(col. 2, lines 20-22).

28. Release of an active ingredient can take place
Wi thin about 8 hours (col. 2, lines 41-43).

29. Tamés reveals the followi ng about the know edge
possessed by one skilled in the art (col. 5, lines 24-31):

In the case of certain active ingredients the
par anmet ers which ensure optimal release rate (e.g., starting
particle size of the active ingredient, anmount of ethyl
cel lul ose, character and anmount of the disintegrating agent,
etc.) cannot be given in advance but are to be determ ned by
experinments which belong to the obligatory know edge of the
skilled art worker and can be easily perfornmed.

30. Eichel enphasizes a sustained-rel ease system for
aspirin (col. 1, lines 15-20).

31. Wth certain drugs, Eichel tells us that "repeated
dosages nmust be taken at frequent intervals to obtain |long term

pain relief" (col. 1, lines 27-29).
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32. By using a sustained-rel ease system "[e]xcess
drug concentrations are mnimzed and steady | ong-termrel ease of
the drug is maximzed" (col. 3, lines 43-45).

33. Eichel explicitly suggests that sustained-release
systens are useful for "anal gesics" other than aspirin (col. 4,
lines 4-11). Flupirtine is an anal gesic (Finding 4).

34. Eichel nentions 8-hour sustained rel ease systens
(col. 4, line 45) and 12-hour sustained rel ease systens (col. 8,

line 30).

B. Di scussi on
According to applicants, the prior art does not nake out a

prima facie case of obviousness. W disagree.

The use of sustained-rel ease systens to administer drugs is
wel | - known. There are nunerous reasons recogni zed the art for
their use. Elimnation of frequent dosages (Eichel, col. 1,
lines 27-29) and m nim zing excess drug concentration in the body
at any particular tinme (col. 3, lines 43-45) are benefits of a
sust ai ned-rel ease system Optinal absorption of a drug is also a
benefit (Tamds, col. 2, lines 41-43). The benefits are
applicable to the adm nistration of anal gesics (Eichel, col. 4,
lines 10-11) and flupirtine is a known anal gesi c.

But, applicants contend that there is no reason to conbi ne

the teachings of Lobisch with sustained-release art such as
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Ei chel and Tamés. Again, we disagree. Lobisch suggests the
adm ni stration of flupirtine over several doses during a single
day. Thus, Lobisch is able to recomend 3 doses per day of a
capsul e or tablet having 50 ng to 200 ng of active ingredient,
i.e., flupirtine (col. 3, lines 28-30). A person having ordi nary
skill in the art would imedi ately recogni ze the benefit of the
use of a sustained-rel ease systemto spread adm nistration of
flupirtine over time while securing the advantages recogni zed by
Ei chel and Tanas.

Applicants maintain that the prior art does not suggest that
side-effects, and in particular sedative side-effects, would be
mnimzed with a sustained-rel ease system The CCPA has provi ded

a conplete answer to applicants' argunent. [In re Klosak, 455

F.2d 1077, 1080, 173 USPQ 14, 16 (CCPA 1972) (an inventor rmust
show that the results the inventor says are obtained with the
invention are actually obtained with his invention). The fatal
flaw in applicants' argunment is that there is no evidence in the
record that administration of flupirtine with a sustained-rel ease
system avoi ds sedative side effects. |In fact, Lobisch suggests
that certain side effects were not found in certain experinents
involving flupirtine (Lobisch, col. 2, lines 3-6). W do not
know the basis for applicants' assertion in the specification

t hat sedative side-effects are reduced. To the extent that the

assertions in the specification are those of an "expert," we
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sinmply respond that there is nothing in Federal Circuit
jurisprudence which requires the exam ner or us to accept an

unsupported assertion of an expert. Rohm and Haas Co. v. Brotech

Corp., 127 F.3d 1089, 1092, 44 USPQ2d 1459, 1462 (Fed. Cr.
1997). We decline, in this case, to credit the unsupported
statenments in applicants' specification.

Applicants rely on the proportions of flupirtine to rel ease
conposition and the release rate. But, our reading of the record
reveal s that a person having ordinary skill in the art would have

been able to determ ne operable, if not optimal, release rates

for a particular drug (Tamas, col. 5, line 25). The nere fact
t hat Lobi sch reveals a dosage range (col. 3, lines 28-30) tells
us that a person having ordinary skill in the art would have

known how to deternmi ne a proper dosage. Likew se, a person
having ordinary skill in the art would have been able to
determne the ratio of flupirtine to rel ease conposition

Tamds reveal s a high active ingredient ratio and Ei chel describes
a variety of drug/sustained rel ease conponent ratios (col. 4,
lines 12-24).

Applicants criticize Eichel because it delivers its drug in
the small intestine. Curiously, applicants do not tell us how
flupirtine is delivered to the body when taken orally.

The rejection is attacked on the ground that Lobisch does

not attenpt to solve any probl em described by Eichel and Tamas
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and that none of the three prior art references describe the
probl em (m nim zing sedative side-effects) said to have been
solved by applicants. Apart fromthe fact that there is no

evi dence that applicants solve any sedative problem the reason
for conbining teachings of the prior art need not be the sane as

t he reason applicants devel oped an invention. 1n re Kenps, 97

F.3d 1427, 1430, 40 UsSPQ@d 1309, 1311 (Fed. GCir. 1996) ("Although
the notivation to conbine here differs fromthat of the
applicant, the notivation in the prior art to conbine the
ref erences does not have to be identical to that of the applicant
to establish obviousness.").

W have considered all other argument presented, but find

t hem unavai | i ng.

C. Deci si on
The decision of the exam ner rejecting clains 1-7 under

35 U.S.C. 8 103 over Lobisch, Eichel and Tamas is affirned.

AFFI RVED.
SHERVAN D. W NTERS, )
Adm ni strative Patent Judge )
)
)
WLLIAMF. SM TH, ) BOARD OF PATENT
Adm nistrative Patent Judge ) APPEALS AND
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| NTERFERENCES

FRED E. MKELVEY, Seni or
Adm ni strative Patent Judge
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